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CLAIMS 3 AND 4 ARE PRESENTED FOR EXAMINATION 

Applicants' Preliminary Amendment and Information Disclosure Statement filed January 
5, 2004 have been received and entered into the application. Accordingly, claims 1-2 have been 
canceled and the specification at page 1 has been amended. Also, as reflected by the attached, 
completed copy of form PTO-1449, the Examiner has considered the cited references. 

Claim Objection 

Claim 3 is objected to as being incomplete. In particular, claim 3 merely reads that 
mortality may be reduced in a mammal with congestive heart failure, but fails to specify that 
such mortality would be due to the heart failure. In order to overcome this objection, it is 
suggested that claim 3 be amended to indicate that the mortality is due to congestive heart 
failure. 

Claim Rejection* ~ 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
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invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

The conclusion of obviousness based on the remaining two references is proper because 
Haikala et al. (U.S. Patent No. 5,905,078) and Sircar (U.S. Patent No. 4,397,854) would be 
proper references under 35 U.S.C. § 102(b). 

Claims 3-4 are rejected under 35 U.S.C. 103(a) as being obvious over Haikala et al. (U.S. 
RE38,102, "Haikala '102"), Haikala et al. (U.S. Patent No. 5,905,078; "Haikala et al. '078") or 
Applicants' acknowledgment at page 1, lines 2-4 of the third paragraph, or Sircar (U.S. Patent 
No. 4,397,854) in view of Campbell (U.S. Patent No. 4,432,979) and Diamond et al. (U.S. Patent 
No. 4,517,310). 

The applied references, i.e., Haikala et al. (U.S. RE38,102) has a common assignee and 
inventor with the instant application. Based upon the earlier effective U.S. filing date of the 
reference, it constitutes prior art only under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 
103(a) might be overcome by: (1) a showing under 37 CFR 1.132 that any invention disclosed 
but not claimed in the reference was derived from the inventor of this application and is thus not 
an invention "by another"; (2) a showing of a date of invention for the claimed subject matter of 
the application which corresponds to subject matter disclosed but not claimed in the reference, 
prior to the effective U.S. filing date of the reference under 37 CFR 1.131; or (3) an oath or 
declaration under 37 CFR 1 . 130 stating that the application and reference are currently owned by 
the same party and that the inventor named in the application is the prior inventor under 35 
U.S.C. 104, together with a terminal disclaimer in accordance with 37 CFR 1.321(c). This 
rejection might also be overcome by showing that the reference is disqualified under 35 U.S.C. 
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103(c) as prior art in a rejection under 35 U.S.C. 103(a). See MPEP § 706.02(1)(1) and § 
706.02(1)(2). 

Haikala ' 102, Haikala et al. '078" or Sircar (U.S. Patent No. 4,397,854) teach racemic 
(Sicar) or R-N-[4-(l,4,5,6-tetrahydro-4-methyl-6-oxo-3-pyridazinyl)phenyl]acetamide as being 
effective cardiotonic agents which are effective for the treatment or prevention of congestive 
heart failure. See Haikala '102 at the abstract, col. 1, line 13, 14, 16, and 17; Haikala et al. '078 
at the abstract, col. 1, lines 8, 9, 1 1 and 12; and Sircar (teaches cardiotonic activity only at col. 1, 
lines 12-14; col. 6, lines 21-26 and claim 1 which encompasses the presently claimed acetamide 
compound. Also, Applicants' acknowledge at page 1 of the specification, lines 3-4 of the second 
paragraph that the acetamide compound was known for the treatment of chronic heart failure. 

The difference between the above and the claimed subject matter lies in that none of the 
above references teach that mortality reduction, (presumably from heart failure), may be 
achieved through administration of the claimed acetamide compound. 

However, the difference between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at the time the invention 
was made to a person having ordinary skill in the art to which said subject matter pertains 
because the artisan would have appreciated that if a compound is effective against a disease 
which can cause mortality, the incidence of mortality should decrease. The basis of this position 
rests upon a logical conclusion. 

It is noted that Sicar does not highlight congestive heart failure, per se, however, it was 
well known in the art that cardiotonic agents were effective for the treatment of heart failure, (see 
Campbell and Diamond et al. at the abstract). 
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Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection is 
appropriate where the conflicting claims are not identical, but at least one examined application 
claim is not patentably distinct from the reference claim(s) because the examined application 
claim is either anticipated by, or would have been obvious over, the reference claim(s). See, e.g., 
In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re 
Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 
619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 3-4 are rejected on the ground of nonstatutory obviousness-type double patenting 
as being unpatentable over claim 10 of U.S. Patent No. Poder et al. (U.S. Patent No. 6,949,548). 
Although the conflicting claims are not identical, they are not patentably distinct from each other 
because the difference between the patented claim and the present claim lies in that the patented 
claim fails to highlight the administration of the R-isomer of the acetamide compound as 
claimed. That is, the patented claims teaches levosimendan for the presently claimed purpose of 
reducing mortality. The patented claim contains all of the remaining elements of the present 
claims. 

However, the difference between the patented claim and present claims would have been 
obvious to one of ordinary skill in the art because, as acknowledged by Applicants at page 1, 
final, partial paragraph of the present specification, the claimed R isomer is present as an active 
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metabolite in humans following administration of levosimendan. Accordingly, the patented 
claim inherently teaches that which is presently claimed. 

Regarding the legal standard for anticipation/inherency Under - 35 USC § 102, it is well 
settled that to anticipate a claim under 35 U.S.C. § 102, a single prior art reference must place the 
invention in the publics possession by disclosing each and every element of the claimed 
invention in a manner sufficient to enable one skilled in the art to practice the invention. Scripps 
Clinic & Research Foundation v. Genetech, Inc., 927 F.2d 1565, 1576, 18 U.S.P.Q.2d 1001, 
1001 (Fed. Cir. 1991); In re Donahue, 766 F2d531, 533, 226 U.S.P.Q. 619, 621 (Fed. Cir. 1985). 
To anticipate, the prior art must either expressly or inherently disclose every limitation of the 
claimed invention. MEHL/Biophile Ml Corp. v. Milgraum, 192 F.3d 1362, 1365, 52 
U.S.P.Q.2d 1303, 1303 (Fed. Cir. 1999) (citing to In re Schreiber, 128 F.3d 1473, 1477, 44 
U.S.P.Q. 1429, 1431 (Fed. Cir. 1997)); Atlas Powder Co. v. Ireco Inc., 190F.3d 1342, 1347, 51 
U.S.P.Q.2d 1943, 1946 (Fed. Cir. 1999). Additionally, and most importantly, to inherently 
anticipate, the prior art must necessarily function in accordance with, or include, the claimed 
limitations. MEHL/Biophile, 192 F.3d at 1365, 52 U.S.P.Q.2d at 1303. However, it is not 
required that those of ordinary skill in the art recognize the inherent characteristics or the 
function of the prior art . Id. Specifically, discovery of the mechanism underlying a known 
process does not make it patentable. 

Accordingly, for the above reasons, the claims are deemed properly rejected and none are 
allowed. 
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Any inquiry concerning this communication or earlier communications from the 



examiner should be directed to Raymond J. Henley III whose telephone number is 571-272- 
0575. The examiner can normally be reached on M-F, 8:30 am to 4:00 pm Eastern Time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on 571-272-0951. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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